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Period for Reply -a'a'— w#. ..m >,uver sneei wnn we correspondence address 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTHfS) FROM 
THE MAILING DATE OF THIS COMMUNICATION ^ ^ 

■ fn"T6;LlS;rTa^^^^ lnnoeven..however..ayarep,vbe,i.e,v.,ed 

Status 

Responsive to communication(s) filed on 26 November 2001 
2a)U This action is FINAL. 2b)|gl This action is non-final. 

?i?co®w^^'^ application is in condition for allowance except for foimal matters, prosecution as to the merits is 
closed in accordance with the practice under Ex parte Quayle, 1 935 C D 1 1 453 O G 21 3 
Disposition of Claims . -^^.^.^lo. 

4) M Claim(s) 1:31; is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) 0 Claini(s) is/are allowed. 

6) 13 Claim(s) 1-15. 19-22.24 26 anrt 9fi.^1 i.;/ara r»j»^^^ 

7) IE1 Claim(s) 16-18.23. 25 and 27 is/are objected to. 

8) n Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) 0 The specification is objected to by the Examiner. 

1 0) 0 The drawing(s) filed on is/are. a)n accepted or b)^ objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

11) n The proposed drawing correction filed on is: a)^ approved b)^ disapproved by the Examiner. 

If approved, corrected drawings are required in reply to this Office action. 

12) n The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C. §§119 and 120 

1 3) n Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 1 9(a)-(d) or (f). 

a)n All . b)n Some * c)U None of: 

1 .□ Certified copies of the priority documents have been received. 

2. n Certified copies of the priority documents have been received in Application No. 

3. n Copies of the certified copies of the priority documents have been received in this National Staae 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 

14) 0 Acknowledgment is made of a claim for domestic priority under 35 U.S.C. § 11 9(e) (to a provisional application). 

a) □ The translation of the foreign language provisional application has been received. 

15) n Acknowledgment is made of a claim for domestic priority under 35 U.S.C. §§ 120 and/or 121 
Attachinent(s) 

1 ) ^ Notice of References Cited (PT0.892) 4) □ Interview Summary (PTO-41 3) Paper No(s). 

2 U Not.ce of Oraflsperson-s Patent Drawing Review (PTO-948) 5)0 Notice of Informal Patent Application (PTO-liiT 

3) Information Disclosure Statement(s) (PTO-1 449) Paper No(s) 2. 6) □ Other: 
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PT0.326 (Rev. 04-01 ) Office Action Summary 



Part of Paper No. 3 



AfDplicatron/Control Number: 09/928 386 
Art Unit: 3762 ' ^ 

DETAILED ACTION 
Claim Rejections - 35 USC § 101 

35 U.S.C. 101 reads as follows: 

Claim 19 is rejected under 35 U.S.C. 101 because the claimed invention is 
^ directed to non-statutory subject matter. Specifically, the claiming of structures being in 
contact with (the aorta) or implanted within the body amounts to an inferential recitation 
of the body, which renders these claims non-statutory. 

Claim Rejections - 35 USC §112 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

Ji ^^"^""^^ ""'^^ °' ""^'^ ^'^''"s particularly pointing out and distinctiv 
claiming the subject matter which the applicant regards as his invention. ^ 

Claims 14 and 21-24 are rejected under 35 U.S.C. 112. second paragraph, as 
being indefinite for failing to particularly point out and distinctly claim the subject matter 
which applicant regards as the invention. Claim 14 fails to further limit the structure of 
the pump but merely provides and intended use. Claim 21 lacks antecedence per se for 
"each pumping cycle". 



Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 
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A person shall be entitled to a patent unless - 

Claims 1-4. 10, 12-15, 19. 21, 22. 26, 28 and 31 are rejected under 35 
U.S.C. 102(b) as being clearly anticipated by Poirier, US-4133616. 

Claims 1, 2, 5, 8-11. 14, 15. 19-21 and 29-31 are rejected under 35 
U.S.C. 102(b) as being clearly anticipated by Gealow, US-5222980. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 



' as set 



This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the. contrary. Applicant is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(f) or (g) prior 
art under 35 U.S.C. 103(a). 

Claims 5. 6, 7. 1 1 and 20 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Poirier.. Poirier discloses the invention substantially as claimed 



less 



i 

Applicalion/Conlrol Number: 09/928,386 
Art Unit: 3762 ' " 

the specific bladder inflation media for inflating the diaphragm being a fluid, gel or 
semisolid material. However, absent any teaching of criticality or unexpected result, it 
would have been obvious to those in the art at the time of invention to have substituted 
any known inflation medium for the gas of Poirier as a mere substitution of known 
functional equivalents for bladder expansion, and adapting that system to include an 
appropriate pump (e.g. hydraulic) would have been well within the scope of design 
choice. As to claim 1 1 although the specific bladder material of Poirier is not taught to 
be latex, changing the flexible bladder to any known biocompatible material would have 
been a mere choice in engineering design to the routineer in the art. As to Claim 20, 
the device of Poirier is intended for left ventricle assistance, however merely adding 
additional devices for an extra tier of patient assistance, i.e. at a different location in the 
Circulatory system would have amounted to an obvious use of the device as widely 
accepted in the art. 

Claims 6 and 7 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Gealow. Similar comments apply to Gealow as above for the substitution of the type of 
bladder inflation medium. 

Allowable Subject Matter 

Claim 24 would be allowable if rewritten to overcome the rejection(s) under 35 
U.S.C. 112, second paragraph, set forth in this Office action and to include all of the 
limitations of the base claim and any intervening claims. 
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Claims 16-18. 23. 25 and 27 are objected to as being dependent upon a rejected 
base claim, but would be allowable if rewritten in independent form including all of the 
limitations of the base claim and any intervening claims. 



Conclusion 

The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. Pacella et al. teach an occluder for circulatory assistance with an 
inflatable bladder. Robinson et al. teach a two-bladder pump system for heart 
simulation. 



•Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Jeffrey R. Jastrzab whose telephone number is (703) 
308-2097. The examiner can normally be reached on Monday through Friday from 
6:30am to 3:00pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Angle Sykes, can be reached on (703) 308-5181. The fax phone number 
for this Art Unit is (703) 305-3590. 
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